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Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 



Sir: 



RESPONSE TO RESTR ICTION/ELECTION REOUIREMEl>i 



Applicant has received and carefblly considered the Office Action 
2004. By this Office Action, the Examiner has required restriction of the c 
U.S.C, 121 and 372 on the grounds that the application contains inventions or 
inventions which are not so linked as to fonn a single general inventive concept 
Rule 13.1. In response to the Office Action, Applicant hereby elects, with trav 
i.e. claims 1-42, drawn to a method for detecting infection of a mammal with an 
micioorganisms. In response to the Examiner's election requirement, Appli- 
traverse, the species comprised ot 

a) H, pylori as the acid-resistant microorganism; 

b) catalase as the antigen; 

c) the group of sequoices identified in claim 19, i.e. SEQ ID. NOS. 21 
groiq) of sequmces fliat define the heavy chain of the antibody binding a 
and the group of sequences id^itified in claim 21, i.e. SEQ ID. NOS. 27-29; and 

(4) SEQ ID NO. 1, as the sequence of amino adds in the variable region 
light chain and heavy diain. 

Claims 1 -14, 19, 21, 27-42 are believed to be readable upon the elected species. 

For the reasons discussed below, Applicant submits that there is 
betwera Groups I-IV, i.e. claims 1-54, sudi that the restriction requirement shou 
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withdrawn. i '• 

As the basis for determining that the inventions Usted as Groups I-IV d(t> not relate to a 
single general inventive concept under PCT Rule 1 3. 1 , the Examiner states: 

[The inventions listed as Groins I-IV] lack the same or coiresponding 
technical features because the technical feature of Group I, die method i»f 
detecting infection comprising the process in claim 1, is not special in >?r4w 
of the method of detection and antibodies to H. pylori antigen disclosed n 
Larica et al (U.S. Patent No. 5,932,430), The technical feature of Group t is 
not special in that it does not define a novel contribution over the prior a^-t; 
as such there is not a special technical feature and therefore Groiqis MV ' ' 
lade a corresponding special technical feature. 

(emphasis added) 

Applicant respectfully submits, however, that the special technical featuee of claim 1 
does, in feet, define a novel contribution over the prior art. In identifying the spiTcial 
technical feature of an invention, consideration must be given to the contributiw ; that the 

co"si<^gt^ as a whole, makes over the prior art. Claim 1 is directed to a uethod for 
detecting an infection of a mammal with an acid-resistant microorganism, wherem (a) a stool 
sample of the mammal is incubated with (aa) a receptor under conditions allowing a complex 
fonnation of an antigen from the acid-resistant bacterium with the receptor, or (eb) two 
difSerent receptors under conditions aUowing a complex formation of an antigen'from the 
acid-resistant bacterium with the two receptors and wherein the receptor accoida ig to (aa) or 
the Tecq>tor8 according to (ab) specifically bind(s) an antigen which show, at Iea« with some 
mammals, a structure after passage through the intestine that corresponds to the rative 
structure or the structure which a mammal produces antibodies against after htdna infected or 
immunized with the add-resistant bacterium or an extract or lysatc thereof or a p otein 
therefiron or a fiagment thaeof or a synthetic peptide; and (b) wherein the foimaion of at 
least one antigen-receptor complex according to (a) is detected. 

To assist the Examiner in better unden^ding the novelty of the claimed invention, 
AppUcant takes this opportunity to give some explanation with leganl to the lecefitors used in 
the method of the claimed invention. Hie method used to find the receptor of the claimed 
invention dififers essentially fiom the prior art, and difiFcrs particularly from the teachings of 
Larica, et al. For example, as illustrated in the «tamples of the subject application, 
monoclonal antibodies, which are prepared in a usual manner, are screened based on the 
reactivity with samples fiom feces. Unis, using identified methods, those receptor are found 
whidi specifically bind antigens whidi have passed the intestine. 



PACE «7*RCVDAT»3I2II054:S7:26PM [Eastern DayOgtitTim^^ 

BEST AVAILABLE COPY 



•MAY-. 3.2005 5:08PM 



866 741 0075 " NO. 3101 — P. 6 

Doekc llo. 032034-2000 
S« i I No. 10/089,452 
Page 3 

This is in contrast to the teachings of Larica et al, where polyclonal seu ; [i or 
monoclonal antibody are obtained and thereaiter those are selected having the ighest infinity 
to the antigen used for immunization. Thus. Larka et al. neither disclose the rrn hod of 
detection of the present invention, nor the antibodies to H. pylori antigen as els i jned. 

In essence, the inventors of the claimed invention started from the teach : [ig of Larka 
et al., and found a new principle for detennining acid-resistant microorganisms Ske H. pylori 
in feces by using a different type of reoq)tor in the test, i.e., as defined in claim, if , a receptor 
that specifically binds an antigen which is found after passage through the intej^e. The 
inventors of the claimed invention found that it is possible to reliably detect in%tion caused 
by an add-resistant miciooiganism if one or two specific receptore as identifie<j!in claim 1 
are used. These specific receptors bind an antigen which shows a structure aftejljthe passage 
through the intestine that coiresponds to the native structure or the structure wh L a mammal 
produces antibodies against after being infected or immunized. In fiict, the invt |tors have 
discovered that it only possible to reliably detect add-resistant microoiganisms i feces when 
using the receptof(s) defined in daim 1. TTiese results are particularly suiprisin j, as it has 
long been presumed by those of ordinaiy skill that the selection of lecqjtors in t ^ manner 
disdosed by Applicant was not possible. Since the prior art never contemplatec ^electing 
those receptors binding with antigens in feces and that the method using sudi re jeptors as 
well novel and inventive. 



use 
a 



■Hic Examiner's contention that Larka et al. disdoses the spedal technicl)j feature of 
claim 1 is, therefore, misplaced. The disdosure of Larka et al. does not contem^jLte the 
of "one receptoi*' but instead expressly requires polyclonal antibodies - in other|#OKds - 
multiplidty Of different receptors. The polyclonal antibodies are produced by iiiltaunizing 
rabbits and recovering antiserum. As can be seen fiom example 4 of Larka et al^. 
quantitative determinations were made with known quantities of fll pylori bactei L as antigen 
rather than on fecal specimens. A predetennined number of organisms was used L an 
EUSA. As can be seen from die results obtained (see Col. 6 to 7 of Laika, et al, L test 
using 1 miUion H. pylori yielded an OD of 0,038, whereas an OD of 0,033 was c ^ed to be 
a negative result. The results are not very encouraging. In example 4, even whe^^g a 
sample containing a predetermined number of organisms, one of four samples pr i Mides a 
result which is regarded as negative according to table 2. Thus, this test wiU not k usefiil for 
detcctbg an infection with H. pylori using fecal specimens where such a high nu {(ber of 
intad organisms will not be expected. UnUke die method of Larka et al. the daic Ld 
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invention provides a method which is both time reliable and selective. 

It should also be emphasized that Larka et al. rely on at least two diffeneat types of 
polyclonal antibodies C'first polyclonal antibody" and "second polyclonal antib- Kiy")- 
, Moreover, according to Larka et al,, 'These problem preclude designing an asse y around the 
use of a single antigen. They also lule out the use of monoclonal antibodies." S ^e Larka et 
al^Col. 1, lines 46-4$. This prev^ts the skilled artisan from contemplating any ^ther 
protocol than that proposed by Laxka et al., i.e. the use of two different types oiF polyclonal 
antibodies. Particularly, it prevents the skilled artisan from the idea of using on ? specific 
receptor specific for one antigen. Thus, Larka et al. actually teaches away from the present 
invention. 

In view of the foregoing. Applicant submits that the special technical fei^ture of 
Group I does indeed define a novd contribution over the prior art, Reconsidera ion and 
withdrawal of tiie restriction requirement is respectfiilly requested. Should the.} Examiner 
believe an interview would be of boiefit in expediting the prosecution of the instant 
i^lication, she is hereby invited to telephone counsel to arrange such a an intei view. 
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